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Office Action Summary Examiner 

Period for Reply „ jq exPIRE 3 MONTH(S) FROM 

■ ^rned patent term adjustment. See 37 CFR 1.704(b). 

''''1 Responsive to comn.unication(s) filed on 0J:Q5amJEmLlM ■ 
Responsive I This action is non-finai. 

2a)n This action is FINAL. 2b)i2SJ » w formal matters prosecution as to the ments is 

Disposition of Claims 

Claim(s) 1-39 is/are pending in the application. 
^ Taro^the-^^ve claim(s) M is/are withdrawn from cons.derat.on. 

5) 0 Claim(s) is/are allowed. 

6) E1 Claim(s)il2 is/are rejected. 

7\n Claim(s) is/are objected to. 
IS C«s! ^ are s.*c. .0 ,es,«o„ an<V0- e,ec.« 

Application Papers 

1 aD The oath or declaration Is obJeCed to b, the Examihet. 

a^n All b)D Some * c)D None of: 

ce«ed oo.es o, the phohtv doou.e„ts have been ^ 
2.a Ce«ed oo^es o. the p«y documents have ^^^^^^^^ ^^^^ ,„ ,,„„„a, Stage 

^ □ copies Of the oe«ed copies ^n^K "(PcTSl 7^^^^^ 

application from the l"<™at«al Bure™ >>^^ ^ ies „„, received. 
. see the attadted detailed Office act,on for a liSt of the ced^ e ^ ^ 3, 

Ac.hO»led..en. is .ade of a Cain, for don,e* ^^^"^l^-^^l„ Jj,^. 

..□sre^rr^^^^^^^^^ 

Attachment(s) 4. Q mterview Summary (PTO-41 3) Paper No(s). ■ 

. Notice of References Cited (PT0.892) 3^ Q Notice of Informai Patent Application (PTO-152) 

; S.oticeofDraftsperson™^^ a) □ Ott^er: 

3) □information Disclosure Statement(s) (P I u 14 ; 



Part of Paper No. 10 

js-pitei^Tii^dT?^ Office Action Summary 

PTO-326 (Rev. 04-01) 



DETAIUD ACTION 



o -5009 rPaoer Number 6) to election requirement 
Office Action dated March 22, 2002 (paper Number 9) .s acknowledg 



3. Claims 1-39 are pending. 



INFORMATION DISCLOSURE STATEMENT 



, Tbe information disclosure statement filed 02/U/2002 ^^^^^^^^^^^^^ 
. ith 27 CFR 1 98(a)(2), which requires a legible copy of each U.S. and foreign 

Claims Objection 

J 0-7 rcD 1 v-^fr^ as being in improper form because 
ri;,im<; 4-12 are objected to under 37 CFR 1.75(c) as oeiny ^ 

JIplL can no. aepena .0. a„o*e. ™,t.,e aep 
MPEP § 608.02(n). 



Restriction /Election 



requirements stated on Page 4, Lines 4 or t ^^^^^^^ 

trx the Office Letter dated March 22, 2002 (paper iNumuc ; 
(paper Number 5) and ^^^„ „„a,en (See Page 4, Unes 

the applicant has not elected one ■^^'^"^^ ^„ f^^,,, ^elay in 

7-8 of the Office Action dated September 21, 2°°"; """^'^^^ ^.^^ 
prosecution of this application, the examiner is cons,denng both the matena 
collagen as claimed in Claims 2 and 4-5. 

2001 (paper Number 5) is acknowledged. 



8. 



.ppllcanfs election, filed 3une 05, 2002 (Paper Number 9, of arten,. collagenase and 



Tart of Taper Mim0erio 



j^rtAin^t: 1651 - ■ — — " ~ 

stenosis as speCes for prosecution of this application in response to Office Action fated 
March 22, 2002 (paper Number 9) is also acknowledged. 

Applicants traversal is on the grour,d (s, that a search of all the groups, and 

K ,1 ,noi (Paper Nurr>ber 5). in addition, the search for each Of the distinct 
September 21 2001 ^ ^" J ^^^,3,^ to the literature search. 

rr^'fe^iat oi:"^^^ 

n«P^ en mLe obvious another group. Finally, the condition for patenta.li^ ,s 
d r n each case. Thus, it will be an undue burden to examine all o' *^ '— 
~n one appiication. Please note that upon further consideration, t e e ea.n^ 

. >h rocnPrt to the tvpe of conduit being treated- i.e., those recitea m 

Claim 11 „„,i„f„r the reasons of record stated on Page 4, Lines 4-11 of 

the other species groups 5, the claims 

fhP Office Action dated September 21, 2001 (paper iMumoer =,) 
have bretamined over the art only in so far as they read upon the various elected 
!:::iesX than the type of conduit being t^ted-which have been examined ,n the 
entirety with respect to those recited in Claim 11). 

. ■ 4-i,«r«foro cHil deemed proper and is made FINAL. 
The restriction requirement is, therefore, still deemea p w 

Accordingly, Claims 13-39 a. withdrawn from ^'"^ 
directed to a non-elected Invention. See 37 CPR 1.142(b) and MPEP § 821.03. 

9. Claims 8 and 10 have been examined only to the extent that they relate to elected 
species (collagenase and stenosis). 

10. Claims 1-12 are examined on merits. 

Claim Rejections - 35 U.S.C. §112 
n Following is a quotation of the second paragraph of 35 U.S.C. § 112: 

12 Claims 2-12 are rejected under 35 U.S.C. §112, second paragraph, as being 
Li^: frfailing to pa.icularlv point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Tw.».4«8w.^Pffi*ss^ep hi" lH3^§9* 

" A .Hn" in riaims 2-4 makes those claims indefinite. 

. The phrase, ^^otherwise degrade m Claims z ^ ma 

Applicant is required to clarify the phrase "othe^ise degrade . 

. iv-.nt mav be his or her own lexicographer, a term in a claim may not be 
. While applicant may be nis or n« «f.h=.ttPrm See Jn re H///, 161 

given a meaning repugnant to the usual meaning of ^ 
I .H .67 73 USPQ 482 (CCPA 1947). Applicant has used The term collogen 
; 2 3 to mean "col agen" which is the accepted word in the art. The examiner 

:::rt^^^^^^^^^^^ 

. Phrase "standard . ..o tissue digestion assa. . ^^^^^^^^^ r^^^ 

the phrase "standard in vitro tissue digestion assay . 

Claim Rejections - 35 USC § 102 

A oerson shall be entitled to a patent unless - 

,e) the indention .as described In a I-^^^IP^^I^.^^^^^ on 



(U.S. Patent 5,116,615). 

TZo, *e composition exhl.ts .0-50«/o h„h. tissue ..est,on. 

, „ disclose a method to relieve obstructive symptoms resulting from 
. ° ric tvpe^^XbV tr nsurethrallv iniectln, a therapeuticallv e«ec«ve dosage 
rc::Xrr— ngen^mes.^^^^^^^ 
..on, other p^teolvtlc and J— 

:rcrr:rrr^^^^^^ 



(Abstract, column 3, Un« 45-46). Sokeen et ^ ^^^^^^^^ 

«,U„ee4toCo..n43U„e^^^^^^^^^^ 

composition comprising enzyme or en y 

digestive activity). 

..e...,t.e..rence,saeen,eatoan«c,patet.e.teac,a,.s. 

Claim Rejections - 3S U.S.C. S 103 

, ,^ 11 s C 1103(a) which forms the basis for all 
15. The following is a ,uota«on ^ 35^ S =JJ° 

Jwousness rejections set forth ,n this ott , .^.^i,, .r^cuse^ -'^ 

Is sef tortt (n '9' IS Si« '»» ™"" sS in tlie »rt » «»*» 

SlwiT^.""'*- „ u s C § 103 (a) as obvious over Gokeen et al (U. 

X6. Claims 1-12 are rejected under 35 U^S.C 5 ^ 

catheter to treat stenosis or obstruction of an artery. 

^ . „ », al disclose a method to relieve 
- dls^ssed in ,,pe.rophv by miectin, though 

obstructive symptoms ^^"'''"^/^ ' ,<^,,e of a composition comprising 
transurethral route a therapeutically ^^^^^ ^^^^^^^^^ ^„„„, „ther proteolytic and non- 
Mrolyzln, enzymes (Abstract) ^'^^^'"^^^""J^^^ tbe said obstrucbon is 

proteolybc enzymes (Column 2, -"^^^^^'^^^^^ «ssue that causes rectal or 

relieved because of the dissolution of '^^^"^^^^^^^ 3, Unes 45-46). Gokeen et 

urinal (i.e., a blolo,ica, conduit) "^^^^ <4 „ column 43, Line 7), wherein 

:::: :r tXtrs:^^^ c;mpos,tion comprlsm, enzyme or enzyme 
:rre:::mX..sted(upto 100. dissolution). 



t:^i65r^^ — ' ' ^^^ciHnn comprising enzyme 

— I ^« the sa d composmon t-uiMK 

binding protein that binds to mtersObal * _ unes 2-5; Column 3, 

GoReen et al., do not dlsdos. " remedy this deficiency 

en.yn,e or en^me mixture Is a protei. ^^^^ ■ ^^^^ 51,. 

;:,lno,ordlna.s.l,lnthea.atthetlme 
Thus, It would have been obvious ^-^^ , ^.^mlsterlng GoKeen et 

the invention was made to modify the ^^^^^^^^^^ arterial obstruction m a 

1 en.me compos.on with a - conduit (e. or 

mammal because Go.een et '^^^^^ 2,,,,^ , composiUon comprising a single 
,rina^ passage) Is de-obs^ucted through ^^^^ 

or a mixture of enzymes, w e..J^e ^^^^^ ^ , 

responsible for the said o^^'^"*"" ' ^ stenosis In a mammal can be reduced or 

,H have been motivated to administer to a 
one having ordinal sKIII In the art = ^3,,,,,, mediated therapeutically 

.ammal suffering an „ coliagenase and elastase 

effecbve dosage of a ^•^'■^'•'""27s^L t ai. Pg 320, Column 1, Une 51) to 
(„hich are also proteins per teaching^ S ngle ^^^^ ^ ^^^^ ^ 




^ _.• 4-1.^ caiH nrotein to the 

arterial wa« smooth muscle (Abstract, Unes 2-5, Columr, 

. . art Inferences that a therapeutic dosage 
Based on the teachln,s of above cited P- =^ ^'^ „„„ ^ „„„ 
„,3ml.ureofco,la,enaseande,astase„^^^^ 

0, a biological conduit (Gokeen et al., At« , ^,„,l„g 
mediated administrabon of a f ^rte^ wall reduces or eliminates 

protein that binds to inte^titia, ^'^^^ ,,,.co,umn 76, Unes 62-63. 

stenosis (Kunz et al.. Abstract, L, es 2 =' ^* ^ p^,, 320. Column 1, One 

Claim 13) and that enzymes are ^^^'^'^^^^^^^^^^^ expectation that a combination 
5„, an artisan of ordinal sKill «ou d have had ^ ^ ^ ^^^^ 

„, all these methods «ould result ,n o a '^^^^^^ „, a hydrolyzlng 

conduit by admlnlsteHng a compos..on c»mpn- ' ^^^^^^ ^,,,3 ,„ 

enzyme, or a mixture of hydrolyzlng enzy^s^ No a ^^^^ ^^^^^ ^ 

combining old Ingredients of Known P^P^^l l^ ^„ ^ ,^3 CO. 518: In « 

„ore than the additive effect of the '"^^-^^ ^[^^ 
Huellmantel 139 USPQ 496; /n « c™ckett 126 USPQ 



.nerefore, the instanby calmed invention would be Obvious under 35 U.S. . 5 ^ 



103(a). 



17 NO Claims are allowed. 

t??^) 605-1196. The exammer^^^^^^^^^^^ 

^•"•^;rm::t::— rbyteiep^^^^^^^^^ 

rrs^Sp^ht^s^^roSa^^-- 

is assignedis (703) 305-3014. status of this application or 

019C>- ^ 
Kai^ C. Srivastava, Ph.D. ^ 
Patent Examiner CHRISTOPHER R.TATE 

Art Unit 1^ PRIMARY EXAMINER 

(703) 605-1196 
August 21, 2002 
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